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DETAILED ACTION 

This Office Action is in response to Applicant's amendments filed on 18 
December 2007 and 29 February 2008. 



Claim Objections 

Claims 51 and 52 are objected to under 37 CFR 1 .75(c), as being of improper 
dependent form for failing to further limit the subject matter of a previous claim. 
Applicant is required to cancel the claim(s), or amend the claim(s) to place the claim(s) 
in proper dependent form, or rewrite the claim(s) in independent form. Claim 43 requires 
that the anchor is placed directly on the annulus, while Claims 51 and 52 only require 
that the anchor is on or near the annulus. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 
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4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1, 8, 10, 12, 14-18, and 62-65 are rejected under 35 U.S.C. 103(a) as 

being unpatentable over Oz, et al. (US Patent 6,269,819) in view of Kuehn et al. 

(US Patent 6,165,183). 

Claim 1, 62, 65: Oz'819 discloses a device for modifying a heart valve to reduce 
regurgitation that includes a catheter (column 6, lines 29-34) for advancement through a 
patient's vasculature (column 8, lines 19-21), a stabilization structure (column 2, lines 
33-53), and a supporting structure (column 2, lines 47-54) that is adapted for 
deployment on the annulus (column 5, lines 36-45). The structure moves between a 
delivery configuration and a deployed configuration (column 6, line 61 to column 7, line 
2)- 

Claims 8 and 10: Oz'819 discloses that the supporting structure is a staple 
(column 6, lines 23-42 and column 5, lines 35-56). 

Claim 12: Oz'819 discloses that the supporting structure is configured for 
deployment over the annulus (column 8, lines 19-30). 

Claim 14: Oz'819 discloses that the catheter is configured to extend into the 
heart from a femoral venous location (column 8, lines 19-30). 

Claim 15: Oz'819 discloses that the catheter is configured to extend across an 
inter-atrial septum of the heart (column 8, lines 19-30). 

Claim 16: Oz'819 discloses that the valve is a mitral valve and the supporting 
structure modifies the annulus of a mitral valve (column 2, lines 20-22 and column 6, 
lines 61 to column 7, line 2). 
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Claim 17: Oz'819 discloses a guide catheter configured for advancement through 
a patient's vasculature from a remote access point into the heart (column 8, lines 19-30) 
and that the catheter and supporting structure are positionable through the guide 
catheter (column 8, lines 19-30). 

Claim 18: Oz'819 discloses a supporting structure that is capable of tightening 
the annulus (column 4, lines 26-31 and Figures 24-25). 

Claim 63: The stabilization structure disclosed by Oz'819 is removably attached 
to the catheter because it is slidable through the catheter. 

Claim 64: Oz'819 discloses multiple staples that are coupled with the grasper. At 
least one of the staples is a wire that engages the cardiac structure (see Figure 11,12). 

Claim 11 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Oz'819, as applied to Claim 1, in further view of O'Connor, et al. (US Patent, 
5,450,860). 

Oz'81 9 teaches the limitations of Claim 1 1 , except for circumferentially 
shortening the annulus. 

O'Connor'860 teaches that it is beneficial to circumferentially shorten the annulus 
with the use of supporting structures (40) because the structures can be hidden 
between the plicated folds that are created when the annulus is shortened. This 
decreases the likelihood that the structures will cause irritation or loosen. Further, 
shortening the annulus is known to reduce mitral regurgitation (column 8, lines 5-28). It 
would have been obvious to one skilled in the art a the time the invention was made to 
modify the device taught by Oz'819 with the device taught by O'Connor'860 because 
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circumferentially shortening the annulus reduces mitral regurgitation and creates 
plications which hide the support the structure and protect it from becoming loosened. 

Claims 43, 51, 53-61 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Northrup (US Patent 5,593,424) in further view of Kuehn et al. 
(US Patent 6,165,183). 

Claim 43: Northrup'424 teaches a method of modifying a heart valve (column 1 , 
lines 8-12) that includes placing anchors (10) directly on the annulus (see Figures 2-4 
and column 5, lines 17-48), coupling a filament to the anchors (column 5, line 59 to 
column 6, line 8) and tightening the filament to modify the annulus and reduce 
regurgitation (column 6, lines 3-8). 

Northrup'424 does not teach a method of delivering the anchors. 

Kuehn'183 teaches that it is known to percutaneously (column 5, lines 38-42 and 
column 13, lines 19-36) deliver anchors (132) attached to filaments (120) to the heart to 
aid in an annuloplasty procedure because this is less invasive and poses less risk for 
the patient. It would have been obvious to one skilled in the art at the time the invention 
was made to perform the method taught by Northrup'424 percutaneously, as taught by 
Kuehn'183 because it poses less risk to the health of the patient than a more invasive 
procedure. 

Claim 51 : Northrup'424 teaches that the anchors contain a suture (column 5, line 
17 to column 6, line 8). 
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Claim 53: Northrup'424 teaches the invention substantially as claimed. 
Northrup'424 does not teach extending the catheter into the heart from a femoral 
venous location. 

Kuehn'183 teaches advancing the catheter from a femoral venous location 
because this is a well-known, large artery that leads to the heart and can be used to 
access with the heart with relative ease (column 13, lines 27-36). It would have been 
obvious to access the heart via the femoral artery as taught by Kuehn'183 when 
performing the procedure taught by Northrup'424 because this is a well-known and 
large artery that leads with the heart with relative ease. 

Claim 54: Northrup'424 teaches the invention substantially as claimed. 
Northrup'424 does not teach extending the catheter across the inter-atrial septum. 

Kuehn'183 teaches extending the catheter across the inter-atrial septum in order 
to enter the left atrium of the heart (column 1 3, lines 27-36). It would be obvious to one 
skilled in the art at the time the invention was made to pass through the inter-atrial 
septum, as taught by Kuehn'183 in order to perform the method by Northrup'424 in 
order to access the left atrium of the heart via a non-invasive method. 

Claim 55, 57, 58: Northrup'424 teaches that the method can be performed on a 
mitral valve (column 4, lines 34-46) and tightening the filament circumferentially tightens 
the annulus to reduce regurgitation in the mitral valve (column 5, lines 35-48). 

Claim 56: Northrup'424 teaches the invention substantially as claimed. 
Northrup'424 does not teach the use of a guide catheter. 
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Kuehn'183 discloses a guide catheter configured for advancement through a 
patient's vasculature from a remote access point into the heart (column 13 lines 27-36) 
and that the catheter and supporting structure are positionable through the guide 
catheter (column 8, lines 19-30) because guide catheters are well-known for guiding 
treatment devices through a patient's vasculature and into the heart. It would have been 
obvious to one skilled in the art at the time the invention was made to perform the 
method taught by Northrup'424 through a guide catheter as taught by Kuehn'183 
because they are well known for use in accessing the heart. 

Claim 59, 60 and 61 : Northrup'424 teaches that tightening the filament comprises 
circumferentially tightening the filament by plicating portions of the annulus (column 5, 
lines 16-45). 

Claims 52 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Northrup'424 in view of Kuehn'183, as applied to Claim 43, in further view of Oz, 
etal. (US Patent 6,269,819). 

Claim 52: Northrup'424 in view of Kuehn'183 teaches the invention substantially 
as claimed except for a staple. 

Oz'819 teaches a staple (156) because they close the valve in a preferred way 
(column 6, lines 34-43). It would have been obvious to one skilled in the art at the time 
the invention as made to modify the method taught by Northrup'424 in view of 
Kuehn'183 with the staple taught by Oz'819 because staples are well-known in the art 
and it would be obvious to one skilled in the art experiment with different types of 
fasteners. 
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Response to Arguments 

Applicant's arguments filed 29 February 2008 with regard to independent claim 1 , 
rejected by Oz'819 have been fully considered but they are not persuasive. Applicant 
argues that Oz'810 does not disclose a stabilization structure, however, as discussed in 
the rejection above, Oz'810 discloses a grasper which aids in stabilizing tissue. 

Applicant's arguments filed 18 December 2007 with regard to independent claim 
43, rejected by Northrup'424 in view of Oz'810 are moot in view of the new grounds of 
rejection. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LINDSEY BACHMAN whose telephone number is 
(571 )272-6208. The examiner can normally be reached on Monday to Thursday 7:30 
am to 5 pm, and alternating Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on 571-272-4696. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
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you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Kevin T. Truong/ 

Primary Examiner, Art Unit 3734 

II. B./ 

Examiner, Art Unit 3734 



